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Dea r  M r. P a p e : 

O n  S e p te m b e r  2  1 ” th r o u g h  24* ,  2 0 0 1  th e  F o o d  a n d  D r u g  A d m in is t ra t ion (FDA )  
c o n d u c te d  a n  i nspec t i on  o f you r  faci l i ty l oca ted  a t 1 2 3 0 1  C o n a n t, D e troit, M I. T h e  
i nspec t i on  was  c o n d u c te d  to  d e te rm i n e  c omp l i a n ce  w i th  th e  F D A ’s S e a fo o d  Haza r d  
Ana l ys i s  Cr i t ica l  C o n trol  P o i n t ( H A C C P )  R e g u l a tio n  ( 2 1  C F R  1 2 3 )  a n d  th e  cu r ren t  G o o d  
M a n u fac tu r i ng  P ract ice r e q u i r emen ts fo r  fo o d s  ( G M P )  ( 2  I C F R  1 1 0 ) . 

Du r i n g  th e  i nspect ion ,  th e  F D A  invest iga to r  o b se r v e d  sho r t com ings  i n  you r  sys tem th a t 
a r e  dev i a t i ons  f r om th e  p r i nc i p l es  o f H A C C P  a n d  th e  s ign i f icant  r e q u i r emen ts o f th e  
p r o g r a m . T h e s e  dev ia t i ons ,  s o m e  o f wh i c h  we r e  p rev i ous l y  b r o u g h t to  you r  a tte n tio n , 
c a u se  you r  f resh m a h i  m a h i  to  b e  i n  v io la t i on  o f sec t i on  402 ( a ) ( 4 )  o f th e  Fede r a l  F o o d , 
D r u g , a n d  C o s m e tic A c t. Y o u  c a n  fin d  th i s  A c t a n d  th e  s e a fo o d  H A C C P  regu l a t i ons  
th r o u g h  l inks i n  F D A ’s h o m e p a g e  www.fda .p ;ov .  

These  dev i a t i ons  we r e  a s  fo l l ows:  

1 . Y o u  m u s t h a v e  a  H A C C P  p l a n  th a t l ists th e  cr i t ical  l im its th a t m u s t b e  m e t, to  c omp l y  
w i th  2 1  C F R  1 2 3 .6(c) (3) .  Howeve r , you r  firm ’s H A C C P  p l a n  fo r  h i s t am ine  p r oduce r s  
l ists a  cr i t ical  l im it o f “te m p . n o t m o r e  th a n  m  a t th e  r ece i v i ng  cr i t ical  
c o n tro l  p o i n t th a t is n o t a d e q u a te  to  c o n tro l  th e  fo o d  safety h a z a r d  h i s t am ine  
fo r m a tio n . B e c a u s e  o f th e  p o te n tia l  fo r  te m p e r a tu r e  a b u s e  du r i n g  transit, a d e q u a te  
c o n tro l  cons is ts  o f c o n tin u o u s  m o n i to r i n g  o f a i r  o r  p r o d u c t te m p e r a tu r e  d u r i n g  t ransi t  
o r  c heck i ng  fo r  a d e q u a c y  o f i ce  o r  coo l an t  a t rece ip t .  
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2. You must implement the record keeping system listed in your HACCP plan to comply 
with 2 1 CFR 123.6 (b). However, your firm did not record monitoring observations at 
the receiving critical control point to control histamine information as listed in your 
HACCP plan for histamine producers. There was no documentation at the receiving 
step for 3 of 12 lots reviewed for fresh mahi mahi handled by your firm, (lots 8/6/01, 
8/13/01 and g/6/01) on that same day. 

3. You must have a critical limit that must be met in order to comply with 21 CFR 
123.6(c)(3). H owever, when our investigator pointed out that your cooler temperature 
rose above the critical limit of mour firm indicated that the product is also iced 
so no corrective action would be required. If you are using a critical limit in addition 
to or instead of “temp. not more than mthat critical limit should be listed along 
with the appropriate monitoring procedures, frequencies and record keeping. 

4. You must implement the monitoring procedures listed in your HACCP plan to comply 
with 2 1 CFR 123.6 (b). However, your firm did not follow the monitoring frequency 
of recording temperatures of the north and south cooler three (3) times per day at the 
storage critical control point listed in your HACCP plan for histamine producers. Our 
investigator documented that these coolers were monitored only two (2) times on 
06/l 8102. 

The above-identified deviations are not intended to be an all-inclusive list of deficiencies 
at your facility. It is your responsibility to assure that your establishment is in 
compliance with all requirements of the federal regulations. 

You should take prompt measures to correct these deviations. Failure to promptly correct 
the deviations noted may result in regulatory action without further notice. Such action 
includes seizure or injunction. 

Please notify this office in writing, within fifteen (15) working days of receipt of this 
letter, of the specific steps you have taken to correct these violations, including an 
explanation of each step taken to prevent their reoccurrence. If corrections cannot be 
completed within 15 working days, state the reason for the delay and the time frame 
within which the corrections will be completed. Also, pIease include copies of any 
available documentation demonstrating that corrections have been made. 

We also note that your Cooler Temperature Log states “Critical Limit 
Id 

This 
should be changed to reflect the correct Critical Limit of m This wou prevent an 
unsuspecting employee from recording Eon the Log, and not realizing that he/she 
must take corrective action. 
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Your written reply should be directed to David M. Kaszubski, Director Compliance 
Branch, U.S. Food and Drug Administration, 1560 E. Jefferson, Detroit, MI 48207, 
telephone (3 13) 226-6260 ext. 185. 

---- 


